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1991 to Najetl et al. 

In spite of the many disclosures in the antiplaque/antigingivitis 
area, the need for products still exists. The present invention is 
5 directed to the recognition that stannous gluconate when used without 
stannous fluoride, or with only very low levels of this material can 
provide plaque and gingivitis reductions. ^ 

It is an object of the present invention therefore to provide 
compositions which del iver an improved antiplaque/antigingivitis 
benefit. 

It is a further object of the present invention to provide 
improved products utilizing stannous gluconate. 

It is still a further object of the present invention to provide 
an effective method for treating plaque/gingivitis with the above 
j5 described compositions. 

These and other objects will become clearer from the detailed 
description which follows* 

All percentages and ratios used herein are by weight of the total 
composition unless otherwise specified. Additionally, all 
20 measurements are made at 25°C in the composition or in an aqueous 
solution/dispersion unless otherwise specified. 

SUMMARY QF THE INVENTION 
The present invention embraces an oral composition comprising: 
a) a safe and effective amount of stannous gluconate; and 
25 b) a pharmaceutical ly acceptable carrier 

wherein said composition has a pH of from about 3.0 to about 5.0 
and is substantially free of calcium ion sources and stannous 
fluoride. By "substantially free 11 is meant less than about 0.05% for 
stannous fluoride and less than about 2.0% for the other materials. 
30 The present invention also encompasses a method for retarding the 
development of plaque/gingivitis using these compositions. 

DETAILED DESCRIPTION OF THE INVENTION 
The compositions of the present invention comprise stannous 
gluconate and a pharmaceutical ly acceptable carrier. 
35 By "oral composition" as used herein means a product which in the 
ordinary course of usage is not intentionally swallowed for purposes 
of systemic administration of particular therapeutic agents, but is 
rather retained in the oral cavity for a time sufficient to contact 
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substantially all of the dental surfaces and/or oral tissues for 
purposes of oral activity. 

By "safe and effective amount" as used herein means sufficient 
5 amount of material to provide the desired benefit while being safe to 
the hard and soft tissues of the oral cavity. 

By the term "comprising-, as used herein, is meant that various 
additional components can be conjointly employed in the compositions 
of this invention as long as the listed materials perform their 
10 intended functions. 

By the term "carrier", as used herein, is me ant a suitable- 
vehicle which is pharmaceutical^ acceptable and can be used to apply 
the present compositions in the oral cavity. 
Stannous Gluconate 

I5 Stannous gluconate is the essential component of the present 
compositions. This material is a known stannous chelate and may be 
provided to the present compositions as the chelate or as separate 
soluble stannous and gluconate salts and the chelate formed in-situ 
Such salts include stannous chloride and sodium gluconate. sTa^ 
20 gluconate Is present in the present compositions at a level of from 
about 0.1* to about 11%, preferably from about 2% to about 4X. 
pharmaceutical! v Act able Carper 

The carrier for the stannous components can be any vehicle 
suitable for use in the oral cavity. Such carriers include the usual 
^components of toothpastes, mouthwashes, tooth powders, prophylaxis 
pastes, lozenges, gums and the like and are more fully described 
hereinafter. Dentifrices and mouthwashes are the preferred systems 

The abrasive polishing material contemplated for use in the 
dentifrice aspect of the present invention can be any material which 
30 does not excessively abrade dentin. These include, for example 
silicas including gels and precipitates, insoluble sodium 
polymetaphosphate, J-phase calcium pyrophosphate, hydrated alumina, 
and resinous abrasive materials such as particulate condensation 
products of urea and formaldehyde, and others suqh as disclosed by 
3S Cooley et al. in U.S. Patent 3,0 7 P M", Deceni ber 25, 1962 
incorporated herein by reference. Mixtures of abrasives may also be 
used. 

Silica dental abrasives, of various types, can provide the unique 
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the oral, cavity safe and effective amounts of the compositions 
described herein* These amounts (e.g. from about 0.3 to about 15g), 
if it is a toothpaste or mouthwash, are kept in the mouth for from 

5 about 15 to about 60 seconds. 

The following examples further describe and demonstrate preferred 
embodiments within the scope of the present invention. The examples 
are given solely for illustration and are not to be construed as 

,. limitations of this invention as many variations thereof are possible 

jq without departing from the spirit and scope thereof. 

EX AMPLE I 
Toothpaste 



15 



Water 
Sorbitol 
Glycerin 

Titanium Dioxide 
Silica 

Na Carboxymethyl Cellulose 
Magnesium Aluminum Silicate 
Na Alkyl Sulfate (27.9% Solution) 
Na Gluconate 

Stannous Chloride Di hydrate 
Na Saccharin 
20 Flavor 

FD&C Blue #1 (1% Solution) 
Na Monofluoro Phosphate 
Na Hydroxide {50% Solution) 
pH 
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floytfrrinse 



Stannous Chloride Di hydrate 
Sodium Gluconate 
Glycerin 

Sorbitol (70% Aqueous Solution) 
Ethanol 

Polysorbate 80 
30 Sodium Saccharin 
Flavor 

Sodium Hydroxide 
Benzoic Acid 

FD&C Blue n (1% Solution) 
Sodium Monofluoro Phosphate 
Water pH 
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EXAMPLE III 
Topical Gel 



Stannous Chloride Di hydrate 
Sodium Gluconate 



10.000 
0.300 
0.050 
0.150 
0.020 
0.050 
0.020 
0.183 

80.187 



Weight % 
1.794 
1.750 



Weiaht % 


Weiaht % 


12.500 


12.500 


45.425 


44.552 


10.198 


10.198 


0.525 


0.S25 


20.000 


20.000 


1.050 


1.O50 


0.40B 


0.408 


4.000 


4.000 


1.738 


3.476 


1.794 


1.794 


0.200 


0.200 


0.B51 


0.851 


0.051 


0.051 


0.760 




0.500 


0.395 


4.5 


4.5 


Weiqht % 


Weiaht % 


0.519 


0.519 


0.521 


1.041 


8.000 


12.000 



10.000 
0.300 
0.050 
0.150 
0.020 
0.050 
0.020 

77.850 



Weiaht % 
2.153 
2.082 
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Glycerin 

Sorbitol (70% Solution) 
Sodium Carboxymethyl Cellulose 
Hydroxyethyl Cellulose 
Fl avor 

Sodium Saccharin 
Sodium Alkyl Sulfate (27.9%) 
Sodium Monofluoro Phosphate 

WPl£ IV 
Mouthrlnse Tablet 

Stannous Chloride Oihydrate 
Sodium Gluconate 
Flavor 
Sodium Saccharin 
Mannitol 

Sodium Carboxymethyl Cellulose 
Sodium Benzoate 
Citric Acid 
Sodium Carbonate 
15 Sodium Bicarbonate 
Glycine 

Sodium Monofluoro Phosphate 
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91.896 


70.000 




21.765 


0.600 


0.800 


1.000 


1.000 


0.200 


0.200 


2*000 


2.000 


0.760 





0.519g 
0.500g 
0.150g 
0.050g 
0.773g 
0.050g 
0.030g 



0.183a 
2.255g 
Dissolve 
in 97.7«g 
water 



0.5l9g 
0.700g 
0.150g 
O.200g 



O.025g 
0.200g 
O.lOOg 
0.200g 
O.OSOg 

2.144g 
Dissolve 
In 97.8S6g 
water 
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WHAT IS CLAIMED IS: 



25 



30 



35 
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1. An oral composition effective in treating plaque/gingivitis 
comprising: 

(aj a safe and effective amount of stannous gluconate; and 
{bj a pharmaceutical^ acceptable carrier 

wherein the ph of said composition is from about 3*0 to about 5,0 and 
said composition is substantially free of a calcium ion source(s) and 
stannous fluoride. 

2. An oral composition according to Claim 1 wherein the amount of 
stannous gluconate is from about 0.1% to about 11%. 

3. An oral composition according to Claim 1 or 2 wherein the 
pharmaceutical ly acceptable carrier is a toothpaste which also 
contains an effective amount of sodium monofluorophosphate. 

4. An oral composition according to any of Claims 1-3 which also contains 
a silica dental abrasive. 

5. An oral composition according to any of Claims 1-4 which also contains 
another stannous salt.. 

6. An oral composition according to Claim 2 wherein the pharmaceutical^ 
acceptable carrier is a mouthwash. 

7. An oral composition according to Claim 6 which also contains a 
material selected from the group consisting of a humectant, ethanol, a 
nonionic surfactant and mixtures thereof. 

8. An oral composition according to Claim 2 wherein the pharmaceutical^ 
acceptable carrier is a lozenge. 

9. An oral composition according to Claim 2 wherein the pharmaceutical ly 
acceptable carrier is a chewing gunu 

10. An oral composition according to Claim 2 which is in the form of a gel' 
or a tablet. 
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